
LEINER
HEALTH PRODUCTS

December 28, 1999

Ofice of Special Nutritional (HFS-450)
‘1844

Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 “C” Street SW
Washington, DC 20204

Section 403(r)(6) Notification

Dear Sir or Madam:
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In accordance with the requirement of section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act, Leiner Health Products notifies the FDA that it has begun using the
following phrases and statements:

SugarXm Specialty Supplement
● May Help Control Hunger Between Meals by Indirectly Affecting Feelings of Fullness
● Dietary Support for Healthy Sugar Levels
● Helps Balance Metabolism
● May Promote Development of Lean Body Tissue

YourLifa@ SugarXm is a unique complex of key vitamins, minerals and herbs. This special
formula may help control hunger between meals by indirectly affecting feelings of
fullness. Peaks and valleys in our bodies’ sugar or glucose levels are directly related to
the desire to eat. Maintenance of normal blood sugar or glucose levels may help regulate
feelings of hunger and thus the impulse to eat.

Chromium Picolinate is used by the body to help use blood sugar for energy and may
promote the development of lean body tissue. Gymnema Sylvestre is a traditional herb
whose name, gurmar, means “destroyer of sugar.” Gymnema has been studied for its
effect on reducing glucose absorption. L-Glutamine and DL-Phenylalanine are amino acids
that help the body deal with stress and hunger by producing chemicals which assist in
supporting healthy sugar levels and balance metabolism.

on the following product:

YourLife@ SugarXTM

Very truly yours,

Leiner Health P Cts
7s-0162

Director of Regulatory Affairs

ochran, Manager of Regulatory Affairs
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Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
(continued)

The following brands also use the above statement:

Albetfson k
BI-MART
BIO BALANCE@
COUNCIL LABS@
AARP PHARMACY SERVICE
Cv!m
DISCOUNT drug mart
DOLLAR GENERAL@
Drug Emporium@
drugstore .com TM
ECKERD@

equate@
first lineTM
Hannaford@
Harris Teeter
H-E-B@
Health Care
HealthLine
health PRIDE

HYQTOP@
Kash n’ Kany
Best Nature@
KIRKLAND Signature m
KrogeK3
LEADER@
MARC’S
MEIJERTM
Nature’s Origin@
Nature’s Touch
NATURE’S VALLEYm

NATURITE@
NUTRA CHOICE
NUTRI-BLEND
osco@
Pamida Hometown Values
PHARMACIST FORMULA@
QUALITY CARE
BODYCOLOGYTM
Perfect CHOICETM
RITE AID
Rx.comTM
SAFEWAY SELECTTM
Sav”on ‘M
Schnucks@
Shaw’s
ShopKo@
Shur Fine@
Snyde~
Spring Valley@
TARGET@
TOP CARE@
TRUNATURE@
Ukrop’s
Vita fresh@
VITAMANIA
Walgreens Gold Seal
Wa/greens Finest
Wegmans@
WESTERN FAMILY@
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